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REMARKS 

The Office Action of August 22, 2006, has been received and reviewed. 

Claims 1-67 were previously pending and under consideration in the above-referenced 
application. Of these, claims 19-49 were withdrawn from consideration pursuant to an election 
made in response to a restriction requirement, and have been canceled without prejudice or 
disclaimer. Claims 1-18 and 50-67, which have been considered, stand rejected. 

In addition to claims 19-49, claims 2, 3, 51, and 52 have been canceled without prejudice 
or disclaimer. 

New claims 68-77 have been added. 

Reconsideration of the above-referenced application is respectfully requested. 

Amendments to the Specification 

It is respectfully submitted that the amendments to the specification merely correct 
typographical and spelling errors and, therefore, do not introduce new matter into the 
above-referenced apphcation. 

While the numbers that appear in paragraph [0031] have been revised, it is noted that 
paragraph [0032] indicates that specific formulation of the composition disclosed in 
paragraph [0031] was known as of the filing date of the above-referenced application. Several of 
the previously provided numbers were erroneous, having been based upon a dosage of four 
capsules, rather than providing single-capsule amounts. The corrections that have been made to 
these amounts merely provide more accurate information as to the single-capsule amounts of 
each element, as evidenced by the enclosed formulation information. 

Entry of the revisions to the specification is respectfully requested. 

Rejections under 35 U.S.C. § 102 

Claims 1-3, 7, 8, 10-15, 17, 50-52, 56, 57, 59-64, and 66 stand rejected under 35 U.S.C. 
§ 102(e) for reciting subject matter that is allegedly anticipated by the subject matter described in 
U.S. Patent 6,506,413 to Ramaekers (hereainfler "Ramaekers"). 
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A claim is anticipated only if each and every element as set forth in the claim is found, 
either expressly or inherently described, in a single reference which qualifies as prior art xmder 
35 U.S.C, § 102. Verdegaal Brothers v. Union Oil Co. of California, 2 USPQ2d 1051, 1053 
(Fed. Cir. 1987). The identical invention must be shown in as complete detail as is contained in 
the claim. Richardson v. Suzuki Motor Co., 9 USPQ2d 1913, 1920 (Fed. Cir. 1989). 

Ramaekers describes compositions that include transfer factor and a variety of other 
components for treating various disorders in animals. While Ramaekers notes that transfer factor 
molecules may be specific for certain antigens, including antigens of the herpes simplex viruses 
(col. 1, lines 20 and 21), Ramaekers does not expressly or inherently describe a composition that 
includes both a blood flow-enhancing component and transfer factor specific for at least one 
pathogen (or an antigen thereof) associated with a treated cardiovascular disorder, as recited in 
amended independent claims 1 and 50. Therefore, Ramaekers does not describe "[t]he identical 
invention . . . in as complete detail as is contained in the claim '' Richardson, 9 USPQ2d 
at 1920 (emphasis supplied). 

Accordingly, it is respectfiiUy submitted that Ramaekers does not anticipate each and 
every element of amended independent claim 1, as would be required to maintain the 
35 U.S.C. § 102(e) rejections of amended independents claim 1 and 50. 

Claims 2, 3, 51, and 52 have been canceled without prejudice or disclaimer, rendering 
moot the rejections of these claims. 

Each of claims 7, 8, 10-15, and 17 is allowable, among other reasons, for depending 
directly or indirectly firom amended independent claim 1, which is allowable. 

Claims 56, 57, 59-64, and 66 are each allowable, among other reasons, for depending 
directly or indirectly fi^om amended independent claim 50, which is allowable. 

It is respectfiiUy requested that the 35 U.S.C. § 102(e) rejections of claims 1-3, 7, 8, 
10-15, 17, 50-52, 56, 57, 59-64, and 66 be withdrawn, and that each of claims 1, 7, 8, 10-15, 17, 
50, 56, 57, 59-64, and 66 be allowed. 
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Rejections under 35 U.S.C. § 103(a) 

Claims 4-6, 9, 16-18, 53-55, 58, and 65-67 have been rejected under 35 U.S.C. § 103(a). 

The standard for estabhshing and maintaining a rejection under 35 U.S.C. § 103(a) is set 

forth in M.P.E.P. § 706.02(j), which provides: 

To establish a prima facie case of obviousness, three basic criteria 
must be met. First, there must be some suggestion or motivation, 
either in the references themselves or in the knowledge generally 
available to one of ordinary skill in the art, to modify the reference 
or combine reference teachings. Second, there must be a 
reasonable expectation of success. Finally, the prior art reference 
(or references when combined) must teach or suggest all the claim 
limitations. The teaching or suggestion to make the claimed 
combination and the reasonable expectation of success must both 
be found in the prior art, and not based on applicant's disclosure. 
In re Vaeck, 947 F.2d 488, 20 USPQ2d 1438 (Fed. Cir. 1991). 

Ramaekers in View of Tokoro or Hennen 
Claims 4-6, 9, 16-18, 53-55, 58, and 65-67 are rejected under 35 U.S.C. § 103(a) for 
being drawn to subject matter that is purportedly not patentable over teachings from Ramakers in 
view of teachings from U.S. Patent 5,080,895 to Tokoro (hereinafter "Tokoro*') or in view of the 
subject matter taught in U.S. Patent 6,468,534 to Hennen et al. (hereinafter "Hennen"). 

Ramaekers 

The teachings of Ramaekers have been summarized above. 

Tokoro 

Tokoro has been relied because it purportedly "teaches transfer factor from [an] egg 
extract of [an] immunized hen." Office Action, page 5. It is respectfully submitted that Tokoro 
lacks any teaching or suggestion that transfer factor may be obtained from an extract of an egg of 
an immunized hen. 

Rather, the teachings of Tokoro are limited to the presence of a 'transfer factor-like 
component" in eggs that are laid by chickens. Col. 5, lines 4-6, 14-22, and 29; col. 6, line 7. 
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Further, Tokoro provides that "the immunological functions of the transfer factor-like 
component ... are not known" (col. 7, lines 44-47). 

One of ordinary skill in the art would readily understand from the disclosure of Dunnick, 
W., et al., "Lack of Antigen Fragments in Guinea Pig Transfer Factor-like Activity, Clin. 
Immunol, and Immunopathol. 17: 55-65 (1980), at page 65, that the "transfer factor-like 
component" mentioned in Tokoro is not transfer factor. A "transfer factor-like" substance, such 
as the "unknown food factor" described in U.S. Patent 4,402,938 to Collins et al. (see, e,g,, 
Tokoro, col. 7, lines 51-53) or nucleosides, which have molecular weights of less than 
about 2,000 Da, may cause a non-specific improvement in treated animal's inmiune system 
response. While that improvement could be viewed superficially as similar to the way that 
immune system would respond to transfer factor, it is generally accepted by those of ordinary 
skill in the art that these "transfer factor-like" substances are incapable of causing the immune 
system of a treated animal to elicit a specific response (/.e., a response to a particular antigen). 

Transfer factor, in contrast, is known to those of ordinary skill in the art to elicit a specific 
response from the immune system of a treated animal. Thus, the disclosure of Tokoro clearly 
indicates to those of ordinary skill in the art that the **transfer factor-like" substance mentioned 
therein is not transfer factor. 

As such, Tokoro cannot be relied upon to show that transfer factor can be obtained from 
eggs, as would be required to establish a prima facie case of obviousness against each of 
claims 4-6, 9, 16-18, 53-55, 58, and 65-67. 

Hemen 

It is also respectfully submitted that the Office cannot rely upon the disclosure of Hennen 

in rejecting any of the claims of the above-referenced application under 35 U.S.C. § 103(a). 

In this regard, 35 U.S.C. § 103(c) provides: 

Subject matter developed by another person, which qualifies as 
prior art only under one or more of subsections (e), (f), and (g) of 
section 102 of this title, shall not preclude patentability under this 
section where the subject matter and the claimed invention were, at 
the time the invention was made, owned by the same person or 
subject to an obligation of assignment to the same person. 
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A priority claim has been made in the above-referenced application to U.S. Provisional 
Application Serial No. 60/405,358, filed on August 22, 2002. Hennen was not published, and 
did not issue until October 22, 2002, after the August 22, 2002, filing date of U.S. Provisional 
Application Serial No. 60/405,358. Therefore, it appears that Hennen quaUfies as prior art only 
under 35 U.S.C. § 102(e). 

At the time the invention disclosed in the above-referenced application and in U.S. 
Provisional AppUcation Serial No. 60/405,358 was made, it was owned by or subject to an 
obligation of assignment to 4Life Research, LC, as evidenced by the assignment recorded at Reel 
No. 014922, Frame No. 0844. 4Life Research, LC, is the same party to which Hennen had 
already been assigned, as indicated by the cover sheet of Hennen. 

Therefore, Hennen may not be relied upon in a rejection of any of the claims of the 
above-referenced appUcation under 35 U.S.C. § 103(a). 

It is, therefore, respectfully submitted that a prima facie case of obviousness has not been 
estabhshed against any of claims 4-6, 9, 16-18, 53-55, 58, or 65-67, and that each of these claims 
is therefore allowable under 35 U.S.C. § 103(a). 

Ramaekers, Kirkpatrick, and Vercellotti 

Claims 9 and 58 have both been rejected under 35 U.S.C. § 103(a) for being directed to 
subject matter that is allegedly rendered obvious by the subject matter taught in Ramaekers, in 
view of teachings fi-om U.S. Patent 5,470,835 to Kirkpatrick et al (hereinafter "Kirkpatrick") 
and, further, in view of the teachings of Vercellotti, GM, "Microbes, inflammation and 
atherosclerosis: will old pathology lessons guide new therapies?" Trans. Am. Clin. Climatol. 
Assoc 112:215-22 (2001) (Abstract) (hereinafter "Vercelloti"). 

Claim 9 is allowable, among other reasons, for depending directly fi-om independent 
claim 1, which is allowable. 

Claim 58 is allowable, among other reasons, for depending directly firom independent 
claim 50, which is allowable. 
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Moreover, it is respectfully submitted that Vercellotti teaches away from the purported 

combination of referenced teachings and, as such, that without the benefit of hindsight that the 

disclosure and claims of the above-referenced application have provided to the Office, one of 

ordinary skill in the art wouldn't have had a reasonable expectation that the asserted combination 

of reference teachings would be successful or been motivated to combine the teachings of 

Ramaekers, Kirkpatrick, and Vercellotti in the manner that has been asserted. Specifically, 

Vercellotti teaches that 

"microbes contain molecules that mimic host cellular 
components ... An immune response to a pathogen may cross 
react with vessel wall cellular structures. This immune response 
enhanced by infection may lead to high levels of cross reacting 
auto-antibodies or auto-aggressive T-cells. . . . Thus, pathogens 
might contribute to the atherosclerotic process by promoting 
inflammatory responses. 

From this statement, as of the earliest date to which a claim for priority has been made in the 
above-referenced application, one of ordinary skill in the art could have expected nothing more 
than for transfer factor to promote an autoimmune response in a treated subject with coronary 
artery disease and, thus, to do nothing more than increase inflammation in the treated subject. As 
such, one of ordinary skill in the art wouldn't have had any reason to expect that a composition 
that includes transfer factor could be useful in treating coronary artery disease, or any motivation 
to combine the teachings of Ramaekers, Kirkpatrick, and Vercellotti in the manner that has been 
asserted. 

It is, therefore, respectfully submitted that a prima facie case of obviousness has not been 
established against claim 9 or claim 58, and that both of these claims are allowable 
under 35 U.S.C.§ 103(a). 

Withdrawal of the 35 U.S.C. § 103(a) rejections of claims 4-6, 9, 16-18, 53-55, 58, 
and 65-67 is respectfully solicited, as is the allowance of each of these claims. 
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New Claims 

New claims 68-77 have been added. 

New claim 68 is an independent claim that recites a composition that includes transfer 
factor, Vitamin C, niacinamide, an arginine, and a lysine. It is respectfully submitted that none of 
Ramaekers, Tokoro, Kirkpatrick, or Vercellotti, or any combination thereof, describes, teaches, 
or suggests such a combination. In particular, none of these references discloses that niacinamide 
may be included in a composition that also includes transfer factor. 

New claims 69 and 70 depend from new independent claim 68. New claim 69 reciting a 
composition that includes magnesium arginate and magnesium lysate, which is not described, 
taught, or suggested by any of Ramaekers, Tokoro, Kirlq)atrick, or Vercellotti, taken alone or in 
combination. New claim 70 is directed to a composition that includes Vitamin C and a transfer 
factor-including preparation in substantially the same amounts, which is not described, taught, or 
suggested by any of Ramaekers, Tokoro, Kirkpatrick, or Vercellotti when considered alone or in 
combination. 

New claim 71 is an independent claim drawn to a composition that includes a transfer 
factor-including preparation and Vitamin C in substantially the same amounts. Again, none of 
Ramaekers, Tokoro, Kirkpatrick, or Vercellotti, either separately or collectively, describes, 
teaches, or suggests such a composition. 

New claims 72-77 depend directly or indirectly from new independent claim 71, with 
each further defining over the subject matter disclosed in Ramaekers, Tokoro, Kirkpatrick, and 
Vercellotti. 
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CONCLUSION 

It is respectfully submitted that each of claims 1, 4-18, 50, and 53-77 is allowable. An 
early notice of the allowability of each of these claims is respectfully solicited, as is an indication 
that the above-referenced application has been passed for issuance. If any issues preventing 
allowance of the above-referenced application remain which might be resolved by way of a 
telephone conference, the Office is kindly invited to contact the undersigned attomey. 

/Sfespectfully submit 




Brick G. Power 
Registration No. 38,581 
Attomey for Applicant 
TraskBrttt, PC 
P.O. Box 2550 

Salt Lake City, Utah 841 10-2550 
Telephone: 801-532-1922 



Date: December 22, 2006 
BGP/lmh 

Document in ProLaw 
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TARGETED NUTRITION FOR CARDIOVASCULAR HEALTH 



BEST AVAIUBLE COPY 
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The cardiovascular system encompasses the heart, arteries and veins that supply oxygen to vital areas of the body 
like the brain, the heart and other vital organs. In addition to traditional factors that affect cardiovascular health, 
healthy homocysteine levels are important^ 

Because of the obvious need for cardiovascular support, 4Life has developed a revolutionary new product to 
help you take aim at increased health for your heart — 4Life Transfer Factor Cardio. 4Life Transfer Factor Cardio 
targets the key elements important to maintaining a healthy cardiovascular system. Its formulation b^s with 
the unique and scientifically advanced power of Targeted Transfer Factor®. 

Independent studies have ahready demonstrated the superior inunune-support capabilities of transfer factors. 
These messenger molecules educate your immune system and support healthy immune responses, the body's 
ability to remember past health threats. Now, 4Iife has identified a way to focus the power of transfer factors to 
directly benefit the cardiovascular system. These targeted transfer factors support your body's immune response 
as it relates to cardiovascular system function. As one of the most innovative products of its time, 4lJfe Transfer 
Factor Cardio provides some of the best nutritional support in the health mdustry today 

4Life Transfer Factor Cardio provides comprehensive support for the cardiovascular system, ta addition to 
providing targeted immune and antioxidant support, it also supports healthy cholesterol levelst and blood vessel 
health— all necessary for healthy cardiac function. 



Key Points 

• Targeted Transfer Factor Described as one of the most revolutionary and promising health supplements 
available today, 4Life Transfer Factor is breaking new ground by actually bringing together the scientific 
communities with the natural health industry Transfer factors are tiny messenger molecules that provide highly 
advanced immune system support; and now, wifli 4life Transfer Factor Cardio, you can receive targeted immune 
support for your cardiovascular system. 

An exclusive patent (US Patent 6,468,534) for obtaining specialized transfer factors from egg sources backs this 
revolutionary new product The targeted transfer factors found in 4life Transfer Factor Cardio are developed 
by managing avian sources in a way that facilitates a healthy inmiune response within the cardiovascular system. 
They are then extracted and made available through 4Life's Transfer Factor Cardio to provide fce critical 
immune knowledge needed for effective cardiovascular support* 

This broad and basic patent facilitates the continued formufation of transfer factor products diat provide 
targeted nutritional support. Additionally, this original patent protects 4Life's exclusivity within the transfer factor 
market and secures our opportunity for expanded patents witfi future development 

• Protects and Strengthens: Because the heart is a dynamic core organ, ahvays pulsating and using oxygen, it's 
vulnerable to damage from free radicals. Free-radical fighting antioxidants like CoQlO, selenium, copper, zinc 
and vitamins A, C and E are included in Transfer Factor Cardio to he^ support the efiSdency of the heart, as 
well as the integrity of vessels and arteries.* 

• Supports Healthy Peripheral Blood Flow: Proper blood flow contributes to increased energy decreased 
blood clotting, better concentration and much more. Gmkgo biloba is a bitter herb that has been shown to 
support healthy cerebral and peripheral blood flow, as well as circufation and oxj^enation to the brain and 
throughout the entire body* 
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Key Points continued . . . 

. Maintains Hasflcitv of Blood VBSseb: Vessel elasticity is necessary to ensure that vitaUy-needed nutrients and ^^'^k!L 
J widens blood vessels and promotes proper blood flow. In addition, magnesium, potassium and ntamm C teve been included for their ability to support 



. *.««nrts Healthy Homocysteine Uvels: Homocysteine is an amino acid produced by the body that has shown higher potenM 
SrS^rS^^indicatesXg^ttingenou^ 
zinc and vitamins A, C and E, is higWy efiectlve in supporting healthy homocysteine leveU • 

. SupportsHeahhyArteriesandVetas: Ascorbic acid, niacinamide>wthorn. resveratrol. gjirUc, lysta^ 
arteries and veins by supporting proper drculation and healthy cholesterol tevels.t* 



Technical Points 

. Tnmsferfectorsareuniquemessengermoleculesthateducateyourimmunesystemm^ 
to potential threats. 

. Co-enzyme QIO has properties potentially beneficial for strengthening ceB membranes, and is also a powerful antioxidant 

. Red rice yeast extract contains a number of naturally occurring compounds known as monacolins. MonacoUns je known ^ f « ^ f^* 
Tier. >vhich is needed to produce cholesterol. This mechanism allows red rice yeast extract to support healthy serum cholesterol and Upid levels. 

• Butcher's Broom is an heri) shovm to help improve and strengtiien c^illary fragility. 
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